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Special 510(k} Premarket Notification
GE Medical Systems Lunar - DPX and Prodigy Series DEXA Bone Densitometers with Mobile Kit

August 28th, 2007

Section a):

1. Submitter;

Contact Person:

Date Prepared:
2. Device Name:

3. Marketed Device:

Attachment B
510 (k) Summary of Safety and Effectiveness
Prepared in accordance with 21 CFR Part 807.92(c).

GE Healthcare

GE Medical Systems Uttrasound and Primary Care Diagnostics, LLC division of
General Electric Company

GE Medical Systems Lunar {business name)

726 Heartland Trai

Madison, Wi 53717

James P. Raskob
Safety and Regulatory Engineering Manager
Telephone: 608-826-7425; Fax: 608-299-2132

August 28t 2007

GE Lunar DPX and Prodigy Series DEXA Bone Densitometers with Mobile Kit,
21 CFR892.1170, 90-KG|

DPX and Prodigy series bone densitometers: K915535 K982267 K983564
KO00826 KOO1756 K001812 K011917 K023554 currently in commercial
distribution.

4. Device Description: The GE Lunar DPX and Prodigy Series DEXA Bone Densitometers with Mobile

Kitis a full-featured general purpose x-ray bone densitometer system. it
consists of a scan table that provides x-ray source generation, X-ray
detection and processing. The user interface includes a computer
workstation. This modification will provide users the option of mounting the
bone densitometer system into a vehicle through the use of a mechanical
hardware mobile kit used during the instaliation of the scanner and by the
Operator during transport.

5. Indications for Use: The GE Lunar DPX and Prodigy Series DEXA Bone Densitometers with Mobile Kit

provides an estimate of bone mineral density and fat and lean tissue mass. The
values can then be compared to a reference population at the sole discretion of
the physician.
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August 28, 2007

6. Comparison with
Predicate Device: The GE Lunar DPX and Prodigy Series DEXA Bone Densitometers with Mobile
Kit is of a comparable type and substantially equivalent to the current DPX and
Prodigy series bone densitometers. It has the same technologicol
characteristics, is comparable in key safety and effectiveness features, it
utilizes similar design, construction, and materials, and has the same intended
uses and basic operating modes as the predicate device.

Section b}):

1. Non-clinical Tests: The device has been evaluated for safety, and has been found to conform with
applicable medical device safety standards. In vitro precision and accuracy

values were computed through a series of tests on phantoms and were within
design specifications.

2. Clinical Tests: No clinical tests were required to establish safety or effectiveness.

3. Conclusion: Intended uses and other key features are consistent with previously cleared bone
densitometers. The design and development process of the manufacturer conforms
with 21 CFR 820 and 15O 13485 quality systems. The device conforms to applicable
medical device safety standards and compliance was verified through independent
evaluation with ongoing factory surveillance. The GE Lunar DPX and Prodigy Series
DEXA Bone Densitometer with Mobile Kit is substantially equivalent to currently
marketed devices. No new safety and effectiveness questions are raised with the GE
Lunar DPX and Prodigy Series DEXA Bone Densitometers with Mobile Kit option.
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/(C DEPARTMENT OF HEALTH & HUMAN SERVICES
. o ‘Faod and Drug Admitnistration

SEP 1 4 2007 9200 Corporace Blvd

Rockville MD 20850
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~

Mr. James P. Raskob

Safety and Regulatory Engineering
- Manager

GE Medical Systems Lunar

GE Healthcare

726 Heartland Trail _
MADISON WI 53717

Re: KO72439
Trade/Device Name: GE Lunar DPX and Prodigy Serles DEXA

Bone Densitometer with Mobile Kit’
Regulation Number: 21 CFR 892.1190
Regulation Name: Bone densitometer.
Regulatory Class: 11
Product Code: KGI
Dated: August 28, 2007
Received: August 30, 2007

Dear Mr. Raskob:

- We have reviewed your Section 510(k)- premarkct notlﬁcatlon of intent to’ markct the device
referenced above and have determined the device is substantially- equivalent (for the indications for. -
use stated in the enclosure) to legally marketed predicate devices marketed in lnters‘tate COmmerce

~ prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to devices that
have been reclassified in accordance with the provisions of the Federal Food, Drug, and Cosmetic -
Act (Act) that do not require approval ofa prcmarkct approval appllcatlon (PMA). You may,
therefore, market the device, subject to the general controls provisions of the Act. The gcncr::ll

* controls provisions of the Act inciude’ requirements for annual registration, listing of devices, good
manufactunng practice, labeling, ; and prolubmons agamst rmsbrandmg and adu[tcrauon. -

If yout dcv:ce is cla551ﬁed (see above) into eitlier class [T (Special. Contmls) or class ITE (Premarket '
_Approval), it may be subject to-such addntlonal controls: Exlstmg major regulations affecting your. |
-device can be found in the Code of Fedcrai Rggg!aﬂons ‘Title 21; Parts 800 to 898. In addition, FDA
may- publlsh further announccments ooncemmg your device in the Federal Reglster
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Please be adv:sed lhat FDA’s issuance of a substantial equwalence dctermmauon does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act’s requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements a5 set
forth in the quality systems (QS) regulation (2 CFR Part 820); and if applicable, the electromc
product. radlatlon cortrol prowsmns (Scctlons 531-542 of the Act); 21 CFR. 1000-1050. '

“This letter will allow you to begin marketing: your device as dcscnbod in your Section 5 [0(&)
' prcmarket notification. The FDA finding of substantial équivalence of 3 your device to a legally ,
- marketed: predtcate device results in a classification for your device and thus, permits your dcwcc

to proceed 1o the markcl ' , ._ : S

If you desire spcuf c advlce for your dC\’lCC on our labeling regulation (21 CFR Part: 801) plca.se
contact the Office of Compllancc atone of the following numbers, based on the regulation

numbcr at the lop of this letter:

21 CFR§76xxx  (Gastroenterology/Renal/Urology  240-276-0115

21 CFR884xxx  (Obstetrics/Gynecology). 240-276-0115
" 21 CFR 894 xxx (Radiology) - - 240-276-0120

Other : . ' e ‘ 240-276-0100

Also, please note the regulation entitled, "M:sbrandmg by reference to premarket notlﬁcatlon"
(21CFR Part 807.97). You may obtain other general information on your responsibilities under
the Act from the Division of Small Manufacturers, International and: Consumer Assistance at-its
toli- free number (800) 638-2041 or (240) 276-3150 .

oratits [ntcmcl address hllp fiwww fda, EOV/CdI’h/lﬂdUStW/SUDDO[‘Ulﬂde‘( html -

'Slnccrelyr yoprs,

Viereye

- Nancy C. Brogdon :
Director, Division of Reprodiictive, _
Abdommal and Radiological Devices
~ Office of Device Evaluation’
‘Center for Devices and Radiological Health

Enclosure
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Attachment E

Indications for Use

The GE Lunar DPX and Prodigy Series DEXA Bone Densitometers with Mobile Kit provide a measurement
of bone mineral density and fat and lean tissue mass. The values can then be compared to a reference
population at the sole discretion of the physician.

Prescription Use XXX ANDIOR Over-The-CounterUse

(Part 21 CFR 801 Subpart D) (21 CFR 801 Subpart C)

Concurrence of CDRH, Office of Device Evaluation (ODE)

W

(Division Sign-0ff)
Division of Reproductwe Abdominal and

Radiological Devices ~
310(k) Number '('/(7 Z 4/5 9




